
510(k) Summary of Safety and Effectiveness

This summary of safety and effectiveness information is submitted in accordance with 21 CFR §807.92.

1) Submitter's name, address, telephone number, contact person
Submitted by:
SuperSonic Imagine, S.A.
Los Jardins do la Duranne - Bet. E & F
510, rue Rena Descartes
13857 Aix-en-Provence Cedex
France
Telephone: +33 442 99 24 24

Distributed by:
SuperSonic Imagine, Inc.Sp A
11714 North Creek Parkway N '-r 2 420j
Suite 150
Bothell, WA 98011
North America
Telephone: + 1(425) 686 6380

Corresponding Official:

Jacques Souquet
Chief Executive Officer
Telephone: +33 442 99 24 35

Date: 2013/07/12

2) Name of the device, including the trade or proprietary name if applicable, the common or usual
name, and the classification name, if known:

Common/Usual Name: Diagnostic Ultrasound System with Accessories
Proprietary Name: Aixplorer@

Classification:

Regulatory Class: 11

Clasfiaion Nam e:' CFR Section IProduct Code
Ultoi Pulsed Do Ipr Imaging 'Systemn 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging Systemn 892,1560 190-IVO0
IDiagnostic Ultrasound l1ransdlUcer 892.1570 9-~

3) Substantially Equivalent/Predicate Devices
AIXPLORER® Ultrasound Imaging System (K121329), cleared on 08/24/2012
AIXPLORER®D Ultrasound Imaging System (K1 12255), cleared on 08/28/2012
Siemens Acuson S2000TM Diagnostic Ultrasound System (K072786), cleared on 11/13/2007
Philips iU22 Ultrasound System (K093563), cleared on 02/01/2010
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4) Description of Device
The SuperSonic Imagine AIXPLORER® system is a cart based ultrasound imaging system used to
perform non-invasive diagnostic general purpose ultrasound imaging studies. The system contains a
scan converter and can be coupled to a variety of linear, curved, micro-convex, and motorized linear array
transducers to produce images, which are displayed on a LCD monitor. An adjustable control panel with
integrated touch screen allows the user to perform an ultrasound exam quickly and efficiently in
accordance with ALARA principles. The system also allows the user to perform measurements, capture
images to digital memory or to an external device (such as a printer), and review diagnostic studies in the
form of a report. The system functions in a manner identical to the predicate devices and transducers for
the imaging modes: B-Mode. M-mode, Color Flow, Pulsed Wave Doppler, Harmonic Imaging, Amplitude
Doppler, 3D imaging and for ShearWave Welastography.

5) Intended Use
The SuperSonic Imagine AIXPLORERG ultrasound system and transducer are intended for general
purpose pulse echo ultrasound imaging and Doppler fluid flow analysis of the human body.

The SuperSonic Imagine AIXPLORER® ultrasound system is indicated for use in the following
applications: Abdominal, Small Organs. Musculoskeletal, Superficial Musculoskeletal, Vascular,
Peripheral Vascular, OB-GYN, Pelvic, Pediatric, Urology, Trans-rectal, Trans-vaginal and Neonatal
Cephalic.

The system also provides the ability to measure anatomical structures (Abdominal, Small Organs,
Musculoskeletal, Superficial Muscutoskeletal, Peripheral Vascular, GYN, Pelvic, Pediatric, Urology, Trans-
rectal, Trans-vaginal, Neonatal Cephalic, Fetal/Obstetrics).

6) Summary of Technological Characterisitics - New Device compared to Predicates

Philips iu22 Siemens Acuson SuperSonic SuperSonic SuperSonic
.. S2000 TM Im agine .Imagine Imagine

(preicae (pediate AIXPLORER® AIXPLORER®D AIXPLORER®D
(predicate (preicat (predicate. (predicate (submission

K0956):ill0778) K121329) - K112255) device)

-- General Radiology -*.*

Abdominal, Identical Identical Identical Identical
Small Organs* Identical Identical Identical Identical
Musculoskeletal Identical Identical Identical Identical

SuperficialIdnia IdniaIetcl
Musculoskeletal IdniaIdncl Ietcl

Fetal Identical - Identical
Clinical -- Transcranial - -

Applications OB -- Identical

GYN Identical Identical Identical
Cardiac Identical ---

-Pelvic Identical Identical Identical
Adult and
neonatal Identical Identical (for -- Identical (for
cephalic neonatal cephalic) neonatal cephalic)

Pediatric Identical Identical Identical Identical
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Urology Identical Identical Identical Identical
-- Vascular Identical Identical Identical

Peripheral Identical Identical Identical Identical
Vascular
Ophthalmic -

Intra-operative -- --

Laparoscopic -c

Trans-rectal - Identical Identical Identical
Trans-vaginal - Identical Identical Identical
Fetal echo -- Identical

Imaging
Modes ________

B-mode. Identical Identical Identical Identical
M-mode, Identical - -- Identical

PW, Identical Identical Identical Identical
Conventional CW (continuous Identical---

Wave),
Color Doppler, Identical Identical Identical Identical
Amplitude Identical Identical Identical Identical
Doppler ________

Harmonic Identical Identical Identical Identical
imaging,
Spatial
Compounding, Identical Identical -- Identical

Other Panoramic,
Contrast Identical- -

-- Identical Identical - -

-- Elastography Identical Identical Identical

B-mode+Golor, Identical, Identical Identical Identical
B-mode+Color+ Identical Identical -Identical

PW
Combination B-mode -'PW Identical Identical Identical Identical

B-mode+M- Identical - -Identical

mode

moeEB sogah Identical Identical Identi cal

Transducers
Linear Array Identical Identical Identical Identical

Transducer Curved Array Identical Identical Identical Identical
types Phased Array -

Laparoscopic
probe
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Motorized Idnia dnia dentical Identical
Linear Probe IdniaIetcl

Mirocoex Identical Identical Identical Identical

Track 3
Track (Acoustic Identical Identical Identical Identical

Output Display) _________

Patient Yes, per ISO- IetclIetcl dnia dnia
ContactIdniaIdniaIdniaIdtcl
Materials 10993- 1

Acoustic
Output Yes, as per Identical Identical Identical Identical
within FDA NEMA UD-3
guidelines

Gener'alI Conforms toIdniaIetcl
SftIEC 60601-1, Identical Identical IdniaIetcaSaey IEC 60601-2 ____________________________

Note:
Breast, Thyroid, Testicle, etc

-means not applicable

7) A brief discussion of the clinical tests submitted, referenced, or relied on in the premarket
notification submission for a determination of substantial equivalence

Non-clinical testing was conducted per the following standards to support a determination of substantial
equivalence to the predicate devices.

Reference Standard Tests Performed
IEC 60601-1 Vm Edition All applicable electrical, basic safety and essential

______________________________________performance tests.
UL 60601 -1 18" Edition All applicable electrical, basic safety and essential

performance tests specific to the U.S.A.
lEG 60601-1-1 2 Edition All applicable tests pertaining to Medical Electrical

Systems.
lEG 60601 -1-2 3V Edition All applicable testing pertaining to electromagnetic

compatibilily
lEO 60601-2-372m Edition All applicable testing pertaining to the particular

requirements for the safety of ultrasonic medical
diagnostic and monitoring equipment.

NEMA UID 2 (Rev. 3) All tests applicable in order to demonstrate
compliance with the "Accoustic Output
Measurement Standard for Diagnostic Ultrasound
Equipment".

NEMA UID 3 (Rev. 2) All tests applicable in order to demonstrate
compliance with the "Standard For Real Time
Display Of Thermal And Mechanical Acoustic
Output Indices On Diagnostic Ultrasound
Equipment".

ISO010993-1 Applicable biocompatibility tests per FDA 510(k)
___________________________________Memorandum - #G95-1 - per the appropriate
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device category

In addition to the referenced standards testing, performance tests were conducted with respect to
Fetal/Obstetrics features.

The above testing confirmed that the Aixplorer System performs according to the stated intended use. All
data fell within pre-determined product specifications and external standard requirements. Results of non-
clinical testing confirmed the substantial equivalence of the Aixplorer System to the predicate device(s).

8) A brief discussion of the clinical tests submitted, referenced, or relied on in the premarket
notification submission for a determination of substantial equivalence

Clinical data is not required as the Aixplorer System uses the same technology and principles as predicate
devices.

9) Conclusion
The manufacturer and the design and development of the submission device comply with 21 CFR Part
820 and ISO 13485 (2003) Quality Standards. The submission device, designed to comply with applicable
safety standards, is tested during manufacturing process to ensure compliance with these standards.
Consequently, according tests performed, the opinion of SuperSonic Imagine is the submission device is
as safe and effective as the predicate devices cited in item 3.
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eDEP'ARTMIEN'T OF HEALTH & H1UMIAN SERVICES Public IlIcaItl sci' 'c

iit)iid tid l)nig Adinri%ttIitio,,
1'0903 Ncv, II nmu1Psh rcAvcn,

September 24. 2013
Supersonic Imagine. S.A.
% Mr. Aurelie Gruener
Les Jardins de Ia Duranne
5I 10 Rue Ren5 Descartes - l3dt. E7 Ct F
Aix -en-Provence Cedex 13 857
FR A NCE

Re: K 132 171
Tlrade/Device Name: Aixplorer®
Regu'liation Number: 21 CU:R 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN. IYO. TFX
Dated: September 3. 2013
Received: September 3. 2013

Dear Mr. Gruener:

We have reviewed your Section 5 10(k) piremarket not1ification Of intent to market the device
relerenced above and have determined the device is substantially, equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976, the enactmnent date of the Medical Device Amnendntns. or to
devices that have been reclassified in accordance with the provisions aithe Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval ofa preinarket approval application (PMA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. listing of'
devices, good manufatlturing practie, labeling. and prohibitions against misbranding and
adulteration. Please note: C DR I does not evaluate in formation related to contract liability
wvarranties. We remnind y'OU. however. that device labeling must be truthful and not misleading±.

T]his determination of substantial equivalence applies ito the followvinu. transducers intended for
use With the Aixplorer®. as described in your premarket notification:

Tranlsducer Model Nutmber

SI1-4 SE 12'-3 SLIO0-2
SC6-I SINV16-5 SMCI2-3

Ifyotir device is classilied (see above) into either class 11 (Special Controls) or class Ill (PMA).
it miay be Subject to additional controls. E3xisting major regulations aflecti ng your device can be
found in the Code of Federal Regulations. fit Ic 2 1 . Parts 800 to 898. In addition. FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice.requirements as set
forth in the quality systems (QS) regulation (21 CFR Pant 820); and ifapplicable. the electronic
product radiation control provisions (Sections 531-542 ofithe Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Pant 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
flee number (800) 638 2041 or (301) 796-7 100 or at its Internet address
http://www.fda.2~ov/MedicalDevices/Resoturcesforvt/Indtistry/defatilt.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htt)://wwwv.lda.pov/MedicalDevices/Safctv/Rcnorlal'roblcm/dcfault.hmn for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041I or (301) 796-7100 or at its Internet address
http://ww-%%w.fdaaz~ov/Med icalDcviccs/RcsouirccstbrYou/ndusrv/dfaIlt.htl.

Sincerely yours.

for

Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Diagnostic Ultrasound Indications for Use

510(k) number (if known): 11f lMI K 132171
Device Name: AIXPLORER4D Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Indications for Use:

The SuperSonic Imagine AIXPLORERO ultrasound system Is indicated for use In the following
applications: Abdominal, Small Organs, Musculoskeletal, Superficial Musculoskeletal, Vascular, Peripheral
Vascular, OB-GYN. Pelvic, Pediatric. Urology, Trans-rectal, Trans-vaginal and Neonatal Cephalic.

The system also provides the ability to measure anatomical structures (Abdominal, Small Organs,
Musculoskeletal, Superficial Musculosiceletal. Peripheral Vascular, 0Th, Pelvc. Pediatric, Urology. Trans-
rectal, Trans-vaginal, Neonatal Cephalic. FetaY/Obstetrics).

Prescription Use _X AND/OR Over-The-Counter Use ___

(Port 21 CER 801 Subpanl D5) (21 ('FR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH; Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign-OfD)
Division of Radiological HealthPaeIo8
Office of In Vitro Diagnostics and Radiological HealthPaeQ8

510(k) __K132171



Diagnostic Ultrasound Indications for Use
510(k) number (If known):
Device Name: AIXPLORERS Ultrasound System
Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as fow:

Clinical Application mode of Operation
General specific B M PWD CWDI color combined Other- (Specify)

(Track I Only) (Tracks I & 3) Doppler (specify) ________

Ophthalmic Ophthalmic I I _____

FetalImaginga Fetal N N N IN N. 1. 3, 4, 11 N, 5,6
Other Abominal (including Urolology) P P P P. 1. 2. 3.4 P. 5.6. 7, 8,0. 9

Intra-operative (Specify) _______________

minre-operative (Neuro) _______________

Laparosco p ic ______ _______

Pediatric P P P P, 1, 2. 3,41 P. 5,6, 7, 8.10.,9
Small Organ (Breast. Thyroid, PN P p P. 1. 2,3.4 P. 5. 6.7. 8. 10.9
Testicle. Prostate, penis. etc ...) I,________________

Neonatal Cephalic P p p P, 1, 2. 3.4 P,.5,6.7,9
Adult Cephalic ______

Trana-rectal Py P P P, 1.2. 3.4 P,5.6,7.8
Trena-vaginal P P P P1.2, 3.4 P. 5.6,7.8
rena-urethral __________

Trans-esoph. (non-Card.) _

Musculo-skeletal (Conventional) P P P P. 1. 2, 3,4 P. 5, 6. 7. 8.,10. 9
Muscuto-skeletal (Superficial) P P P P. 1. 2.3.4 P.5, 6, 7. 8.10. 9
Intravascular
GYN P P P P, .2.,3.4 P.S.6.7, 8,10
Pelvic P P P P. 1.2. 3.4 P. 5.6,7, 8.10

__________Other (Specify) _ ____

Cardiac Cardiac Adult ________

Cardiac Pediatric _______

Intravascular (Cardiac) ______ _________

Tran"-eoph (Cardiac) ==F______
Intra-cardiac ________

________Otiter (Specify)

eiheral Peripheral vessel P P p P. 1. 2, 3.4 P, ,6. 7,8,10,.9
Veasel Kher(Sp city) P I P IP P. 1, 2.3.4 P. 5.6.7.8, 9

Nzr new indicationl: P= p~ioUSyCaaredDy FDA (KIWI1329)----
Additional Comments:
1: Combined modes include: 8- Color Flow 6: Spatial Comnoundirig
2: Combined modes include: B+ ShearWave TM  7: ShearWave Elastography
Elastography 8: imaging Guidance, for Biopsies
3: Combined modes Include: B+ Pulsed Wave R Panoramnic imaging
4: Combined modes Include: B+ Pulsed Wave + Color 10: 3D Imaging
Flow 11: Combined modes include: B+ M modes
5: Harmonic Imaging

Prescription Use _X_ AND/ORk Over-The-Counter Use _ _

(Pan 21 CFR 80 1 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH: Office of in Vitro Diagnostics and Radiological Health (OIR)
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Diagnostic Ultrasound Indications for Use
510(k) Number (if known):
Device Name: SLIS54 transducer (I D Linear Armay Transducer)
Intended Use: Diagnostic ultrasound imagino or fluid fow analysis of the human body as follows:
I_____ clinical Appiliction Mode of Operation _______

General Specific B MA PWID ICWDI Colorl Combined Other- (Specify)
(Track I Only) (Tracks I & 3) Doppler (specify) ________

Ophthalmic Ophthalmic
Fetal Imaging & Fetal ______ _______

Other Abominal p p P P1.,2. 3.4 P 5,6. 7. 8.9
Intra-aperative (Specify) ______ _______

Intre-operative (Neuro) _ ___ ______

Laparoscopic
Pediatric P P P P 1.2. 3.4 P5S.8.7. 8.90
Small Organ (for example Breast, P P P P 1. 2. 3,4 P 5.6, 7, 8, 9
Thyroid, Testicle. Prostate. Penis) II
Neonatal Cephatic P lp p I P. 1. 2.3. 4 P.5. 6. 7.9
Adult Cephalic ______ _______

Trnsm-rectal ______ _______

Trans-vaginal
Trans-urethral
Trans-esopti. (non-Card.)

Musculo-skeletal (Conventional) P P I P P 1,2. 3,4 P 5,6, 7.8. 9
Musculo-slceletal (Superficial) P P ___P P 1. 2. 3,4 P 5.6.7. 8. 9
Intravascular
GYN __________ _

Pelvic
Other (Specify)

Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)
Trensi-esoph. (Cardiac)
Intra-cardiac ______ _______

__________Other (Specify) _____

Periheral Peripheral vessel P P P. P12, 3,4 P 5,6.,7.8, 9
Ise Other (Specify) #P_____________

No- now indication; P = previously clared by FDA RI721329)---

Additional Comments:
1: Combined modes include: B+ Color Flow 6: Spatial Compgounding
2: Combined modes Include: B+ ShearWave' m  7: SheetWave m Elastography
Etastography 8: Imaging Guidance for Biopsies
3: Combined modes include: 8. Pulsed Wave 9: Panoramic Imaging
4: Combined modes Include: 5B- Pulsed Wave + Color 10: 3D Imaging
Flow 11: Combined modes Include: B+ M modes
5: Harmonic Imaging

Prescription Use _X_ AND/OR Over-nhc-Counter Use _ _

(Part 21 CFR 80 1 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF' NEEDED)

Concurrence of CORN: 001icc of In Vitro Diagnostics and Radiological Health (QIR)

Page 3 018



Diagnostic Ultrasound Indications for Use
510O(k) Number (if known):
Device Name: SCS-1 transducer (curved array transducer)
Intended Use: Diagnostic ultrasound imaging or fluid flow ani is of the human body as follows:

Clinical Application Moe Of Operation _______

General Specific B MIPWD CWDI Color Combined Other' (Specify)
(Truck I Only) (Tracks I & 3) Doppler (specify) ________

Ophthalmic Ophthalmic I______ I_____I_

Fetal Imaging & Fetal N NIN I_ IN N, 1,3.,4, 11 N. 5. 6
Other Abdominal (including urolology) P I P I_ P P 1.2, 3.4 P 5. 6.7,8.9

Intras-oporative (Specify) ____ _____ ______

Intrat-operative (Neuro) ____________

Laparosoopic _____________

PdarcP P __P P 1, 2,.,4 P 5.6. 7.8.9
Small Organ (Breast, Thyroid. Testicle. P P P P 1. 2. 3, 4 P 5, 6, 7. 8

Trans-vaginal _____ _______________

Trans-esoph. (non-Card.) _____ _______

Musculo-skelotal (Conventional) P -P - P P 1. 2. 3. 4 P 6. 6. 7. 8. 9
Musculo-skeletal (Supeificial) p p p P 1. 2. 3, 4 P 5. 6. 7. 8. 9

GNp P P P 1, 2.3.4 P 5.6,7.8
Pelvic __________ P P P P 1,2. 3,4 P 5.6. 7.8

___________.Other (Specify) ____

Cardiac Cardiac Adult ____________

Cardiac Pediatric ______

Intravascular (Cardiac) ____ _____ _______

Trans-esoph. (Cardiac) ____ _____ ______

Peripheral Peripheral vessel P P P P 1. 2. 3.4 P 5.6.7. IL 9
vessel Other (Specify) P -j P P P 1.2, 3. 4 P 5.86.7.8, 9
N =new indication: P - previouLyICIM claeOy FDA (KI 21329)
Additional Comments:
1: Combined modes include: B+ Color Flow 6: Spatial Compounding
2: Combined modes include: B+ SheaflaveT  7: ShearWave mElastography
Elastography 8: Imaging Guidance for Biopsies
3: Combined modes include: 8+ Pulsed Wave 9: Panoramic Imaging
4: Combined modes include: 8+ Pulsed Wave + Color 10: 3D Imaging
Flow 11: Combined modes include: B+ M modes
5: Harmonic Imaging

Prescription Use -_X___ AND/OR Ovcr-Thc-Counlcr Use ___

(Part 21 CER 80 1 Subpart D) (21 CIL 807 Subparn C)

(PLEASE DO NOT WRITE BELOW TIIS LlNIi-CONTINUEi ON ANOTHER PAGE IF NEEDE D)

Concurrence of CDRI-: Office of' In Vitro Diagnostics and Radiological Health (OIR)
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Diagnostic Ultrasound Indications for Use
61 0(k) Number (it known):
Device Name: SE12-3 transducer (endocavitary transducer)
Intended Use: Diagnostlc ultrasound imaging or fluid flow analysis of the human body as follows:

__________ Clinca Application Mode of Operation
Gertrsi Specific B M PWD CWD Color Combined Other*

(Track I Only) (Trucks I & 3) __ __Dopplor (specify) (Specify)
Ophthalmic Ophthalmic
Fetal Imaging & Fetal NNN N N.1, 3.4.,11 N.S. 6
Other Anomial

Intra-operathre (Specify) ____

Intra-operatkve (Neuro)
tLaparoscopic
Pediatric
Small Organ (for example Breast, Thyroid. P P P P 1, 2. 3,.4 P 5. 6.7. 8
Testle, Prostate, penis. etc...) ___ ____

Neonatal Cephalkc
Ault Cephalic ______ ____

Trans-rectal P P - P P 1.2. 3.4 P 5.6.7. 8
Tram-vaginal P- P P p P1. 2.3. 4 1P 5.S. 7.8
Trans-urethral ____

Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional) I__________ ____

Musculo-skeletal (Superficial) _ _______ ____

Intravascular
GYN P P p P 1. 2,3,4 P 5.6.7.8
Pelvic P P P P 1.2. 3.4 P 5,6.7, 8

_________Other (Specify) ___ _______

Cardiac Cardiac Adult _____

Cardiac Pediatric
Intravascular (Cardiac) ______ ____

Trans-esoph. (Cardiac) ____ _____ ____

Intn-cardiac ______

____________Other (Specify) ___ ___________

Peripheral Pe2ripheral vessel ---___

eel Other (Specify) p p p. P12, 3.4 P8.6.7.81
N = new indication: P = previously cleared by FDA (K121329)
Aditfional Comments:
1; Combined modes Include: B+ Color Flowv 6: Spatial Compounding
2: Combined modes Include: B+ ShearWaveTM 7: ShearWave MElastograplly

Elastography 8: Imaging Guidance for Biopsies
3: Combined modes Include: B+ Pulsed Wave 9: Panoramic Imaging
4: Combined modes include: 5+ Pulsed Wave + Color 10: 3D Imaging
Flow 11: Combined modes Include: B+ M modes
5: Harmonic Imaging

Prescription Use -_X__ AND/OR Ovcr-Tbc-Countcr Use ___

(Pant 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF' NEEDED)

Concurrence of CDRH: Office of in Vitro Diagnostics and Radiological Hcalth (OI1R)
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Diagnostic Ultrasound Indications for Use
510(k) Number (if known):
Device Name: SL.V16-5 transducer (motorized linear transducer)
Intended Use: Diagnosti ultrasound Imaging or fluid flo analysis of the human body as follows:

Clinical Application Mode of Operation ________

General Spocifc B M IPWD ICWDI Color Combined Other- (Specify)
(Track I Only) (Tracks 18, 3) __Dopplol (Specify) -

Ophthalmic Ophthalmic ________

Fetal Imaging & Fetal
Other Abominal P _P P P 1, 2.3.4 P5,6, 7,8. 10.9

intra-operative (Specidy) _____ _______

intra-operative (Neuro) ______ ________

Laparoscople
Pediatric P P _ p P1. 2,3. 4 1PS.86,7.8. 0. 9

UmaOrgan (for example Breast. P -P P P 1. 2. 3,4 P 5.6. 7,8.10,.9
Thrid, Testicle, Prostate, penis.

etc ... )
Neonatal Cephalic ______________

uft Cephalic _________ ________

Trans-rectal ________

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.) ______________

Musculo-skeictal (Conventional) P P P P 1. 2.3.4 P 5. 6.7.8. 10.9
Muscuio-skeletai (Superficial) P P P P 1. 2.3.4 P 5. 6.7,8, 10. 9
Tntravascular
GYN
Pelvic

___________ Other (Specify) _ __ ______

Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac) ______ ________

Trans-esoph. (Cardiac) _________________

Intra-cardiac _______ _________

___________Other (Specify)
Peripheral Peripheral vessel P P _ P P 1,2.3. 4 P S. 6,7.8.10. 9

essel Other (Specify) __ __ _______

N = new indction; P -pwousy claed by FDA (1(121329)

Additional Comments:
1: Combined modes Include: B+ Color Flow 6: Spatial Compounding
2: Combined modes include: B+ SheatWave'T" 7: SheetVaveT Elastography
Elastography 8: Imaging Guidance for Biopsies
3: Combined modes Include: 5+ Pulsed Wave 9: Panoramic Imaging
4: Combined modes include: B+ Pulsed Wave.+ Color 10: 3D Imaging
Flow 11: Combined modes include: B. M modes
5: Harmonic imaging

Prescription Use -_X__ AND/OR Ovcr-I'hv-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORHK Office orIn Vitro Diagnostics and Radiological Health (GIR)

Page 6 Of a



Diagnostic Ultrasound Indications for Use
510(k) Number (if known):
Device Name: 8110-2 transducer (linear transducer)
Intended Use: Diaginostic ultrasound imaging or fluid flow anlysis of the human body as follows:

________ Clinical Application Mode of Operation _____

General Specific aB MIPWO CWD1 Color Combined Other- (Specify)
(Track I Only) (Track. I £3) Doppler (specify) ______

Ophthalmic O0phthalmic
Fetal Imaging Fetal
& Other Abominal P P P P, .2, 3, 4 P, 5,6, 7,8, 9

Intror-operative (Specify) _ ___

Intra-operativs (Neuro)
Laps roscopic
Pediatric P P P P, .2, 3,4 P,5.6.7,S. 9
Small Organ (for example Breast. Thyroid, P P P P. 1. 2. 3,4 P. 5,6. 7. 8. 9
Testicle. Prostate, penis. etc ...)I
Neonatal Cephalic P I P I P P. 1. 2.3.4 P.5.6. 7. 9

Ault Cephalic
Trans-rema
Trans-vaginal ______

Trans-urethral
Trans-esoph. (non-Card.) _____

Muscujlo-skeletal (Conventional) P P P P.,1.2.3.4 IP.5,8,7.8.9
Musculo-skeletal (Superficial) P P p P.1.2. 3.4 IP. 5.87.8. s

INravascula

jPetvc
10____ ther (Specify)

Cardiac Cardiac Adult ______

Cardiac Pediatric _____

Intravascular (Cardiac) ______

Trans-osoph. (Cardiac) _____

Intra-cardiac ______ ______

______Other (Specify) ___________

Peripheral Peripheral vessel P P p 1P. 1.2. 3:4 1P.5.6,,,
Vessel -Other (Specify) P P I P IP,1, 2.3.4 P,.5.8.7. 8. 91
N -nwindilwt P =prviouJsly cleared by FDA (K(121329)
Additional Comments:
1: Combined modes include: B+ Color Flowi 6: Spatial Corngiourldlng
2: Combined modes include: B4 ShearWavem 7: ShesrWave Elastography
Elastography 8: Imaging Guidance for Biopsies
3: Combined modes Include: B+ Pulsed Wave 9: Panoramic Imaging
4: Combined modes Include: B+ Pulsed Wave +' Color 10: 3D Imaging
Flow 11: Combined modes include: B+ M modes
5: Harmonic Imaging

Prescription Use -_X___ AND/ORk Over-The-Counter Use ___

(Pan 21 CFR 801 Subpart D)) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRII: Office of In Vitro Diagnostics and Radiological Health (01R)
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Diagnostic Ultrasound Indications for Use
51 0k) Number (if known):
Device Name: SMC12-3 transducer (micro-curved transducer)
Intended Use: Diagnostic ultrasound Imaging or fluid flow aaivis of the human body as follows:

Clinical Aplcation Mode or Operation _______

General Specific S IP IPWDICWDI Color Combined Other* (Spocify)
(Track I Only) (Tracks I & 3) Doppler (specify) _______

Ophthalmic Ophthalmic ______

Fetal Imaging Fetal _____

& Other Abominal P P 1P P,.1.2. 3.4 P. 5.6,7.8, 9
intin-operative, (Specify) ___________

Intr-oiperative (Neuro) _____________

Lap arosco pl _______ o_______

Pediatric P P P IP.1. 2.3. 4 P. 5.6.7.8, 9
Small Organ (for example Breast, Thyroid, P P P P. 1. 2. 3.4 P. 5,6.7. 8. 9
Testicle, Prostate, penis. etc...)_____ _______

Neonatal Cephaflc P P p P, 1. 2, 3,4 P. 5. 6.7. 9
Ault Ceplialic ______ _______

Trens-real ______________

Trans-vaginal ______ _______

Trans-urethral I______ I_______

Trans-soph. (non-Card.)I II
Musculo-skelatal (Conventional) P IP I P P, 1. 2. 3.4 1P.5,6. 7..9
Musculo-skeletal (Superficial) p P I P P. 1, 2.3. 4 P. 5.S. 7.8. 9
Ira~vascular
GYN
Pelvic ___________

Other (Specify)
Cardiac Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)
Trans-soph. (Cardiac) _____________

Intra-cardiac _________

Other (Specify)

Perpheoral Pteripheral vessel p p p P, 1. 2. 3.4 P. 5, 6. 7.8, 9
Vesl Oiler (specify) P P p P.1.2.3.4 P.5,6.7.8.9

N m new indication: P - previously cleare by FDA (KI21 329)
Additional Comments:
1: Combined modes include: 8+ Color Flow 6: Spatial Compounding
2: Combined modes include: B+ ShearWave t" 7: SheerWave mElastograpliy
Elastogrephy 8: Imaging Guidance for Biopsies
3: Combined modes Include: B+ Pulsed Wave 9: Panoramic Imaging
4: Combined modes include: B+ Pulsed Wave + Color 10: 3D Imaging
Flow 11: Combined modes include: B+ M modes
5: Harnorilc Imaging

Prescription Use -_X___ AND/ORt Over-The-Counter Use ___

(Part 21 CFR SDl Subpart D) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW TIllIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRIl1: Office of In Vitro Diagnoslics and Radiological Health (OlR)
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